» INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

s NF Formulas ¢ PhytoPharmica &
Tyler Encapsulations ¢ Vitaline Formuias PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 o P:920.469.1313 » F: 888.570.6460 (Enzymatic)
I NCORPORATED P: 503.582.8386 o F:503.582.0467 © " P:930.469.9099 o F:920.469.4418 (Phyto)

what Better feels tike”
—————

April 25, 2004

Office of Nutritional Products, Labeling &

Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition R By % :
Food and Drug Administration '

5100 Paint Branch Parkway

College Park, MD 20740

]

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, Inc. at 825
Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6) of the Federal
Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(1)(C) of the act
and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or plan to market in
the immediate future, and may be exploratory in nature.

TO WHlCH

PR. "UCT NAME

Cranial BhssTM * The standardized butterbur extract in these products Purple Butterbar (Petas;tes
(Petasites hybridus) contains the key compounds hybridus) Root Extract

petasin and isopetasin. Both petasin and isopetasin
support healthy vessel relaxation.* Petasin additionally
provides nutritional support for the cellular activity
associated with healthy blood vessel wall functioning.*

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has substantiation that
the statements are truthful and not misleading.

By: wow"‘l—

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: “ /9\5 /0 L/

/Y067

g75 0161




t

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely,
-y 1 D Q pe)

Ai%hael P. gev ;x . \’}w Z

Chief Financial Officer

Cranial Bliss 7e



. INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY'

NF Formulas « PhytoPharmica &
Tyler Encapsulations » Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THE B.APY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
U MCOREORATED P: 503.582.8386 +» F: 503.582.0467 P: 920.469.9099 « F:920.469.4418 (Phyto)

waat Belter feeis like™
paiadadd

April 26, 2004

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, Inc. at 825
Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(x)(6) of the Federal
Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(1)(C) of the act
and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or plan to market in
the immediate future, and may be exploratory in nature.

The standardized butterbur extract in Cranial Bliss was | Purple Butterbar (
studied in a randomized, double-blind, placebo- hybridus) Root Extract
controlled study. Compared to placebo, Cranial Bliss
provided significant support of healthy blood vessel
tone.* Documentation of subjective feelings revealed
that 77% of the participants in the Cranial Bliss group
felt that the product provided beneficial health support,
compared to 27% of the individuals taking the
placebo.”

Cranial Bliss™*

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has substantiation that
the statements are truthful and not misleading.

o AL

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: L/ /a}'& /OL/




t
If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely,
"M[whael P, De\@euk (
Chief Financial Officer

Cranial Bliss 8e



& INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica &
Tyler Encapsulations » Vitaline Formulas PHYTOPHARMICA®
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what Better feeis iike”
———

April 27,2004

Office of Nutritional Products, Labeling &
Dietary Supplements, HES 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, Inc. at 825
Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(x)(6) of the Federal
Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(1)(C) of the act
and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or plan to market in
the immediate future, and may be exploratory in nature.

S

Cranial Bliss™*

' Butterbur contains several compounds with bioactive Purple Butterbar (Peta
_properties. Two of these compounds, petasin and hybridus) Root Extract

isopetasin, have been studied for their ability to support
-healthy brain vessel tone and circulation.”

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has substantiation that
the statements are truthful and not misleading.

L fuead

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 4/027/0‘/

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely,

Mithael P. Deverelé) l

Chief Financial Officer




& INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY"®

NF Formulas « PhytoPharmica &
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
I NCORPORATED P: 503.582.8386 «» F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phytc)

Weat Better feets ike”
——————

April 28, 2004

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, Inc. at 825
Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6) of the Federal
Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(1)(C) of the act
and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or plan to market in
the immediate future, and may be exploratory in nature.

STATEMENTS

PRODUCT NAME

R N R < ) . .7 M{’: %E‘Fn;s. LN :;
Cranial Bliss™* Butterbur extract has been studied for support of both Pur, r (Petasites
brain and urinary tract health.” hybridus) Root Extract

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has substantiation that
the statements are truthful and not misleading.

L9044

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: ‘7//}?/0%

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely,

M1'chael P. Devere@ ‘
Chief Financial Officer




“ INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY"®

NF Formulas ¢ PhytoPharmica ' &
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 » F: 888.570.6460 (Enzymatic)
CINCORPORATED P: 503.582.8386 » F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

Wwhat Better feels like”
ap————

April 28, 2004

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, Inc. at 825
Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6) of the Federal
Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(1)(C) of the act
and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or plan to market in
the immediate future, and may be exploratory in nature.

Cracnialx Bliss™* It's beneficial support for both body systerrié relates to | Purple Butterbar (PetaS|tes
its ability to support the health of smooth muscie hybridus) Root Extract
tissue.”

[ certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has substantiation that
the statements are truthful and not misleading.

LLhodd

Robert Doster
Title: Senior Vice President of Scientific Affairs

pate: /25 (04

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Smcerely, &A’

Mlchael P. Devereux
Chief Financial Officer




»* INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY"*

NF Formulas » PhytoPharmica &
Tyler Encapsulations ¢ Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P:920.469.1313 » F: 888.570.6460 (Enzymatic)
I NCORPORATED P: 503.582.8386 » F: 503.582.0467 P: 920.469.9092 « F: 920.469.4418 (Phyto)

Waat Better feets tike”
a—————

Apnl 29, 2004

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, Inc. at 825
Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6) of the Federal
Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(1)(C) of the act
and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or plan to market in
the immediate future, and may be exploratory in nature.

Cranial Bliss ™* Because of its supportive effect on smooth muscle Purple Butterbar (Petasntes
tissue, the butterbur extract in Cranial Bliss may also hybridus) Root Extract
help relieve cramping associated with menstruation
and PMS.*

1 certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has substantiation that
the statements are truthful and not misleading.

o fLi0dL

Robert Doster
Title: Senior Vice President of Scientific Affan*s

Date: L//Q?/OL/

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Tt P

Michael P. Devereux
Chief Financial Officer




